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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 and 12-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Michelson (US Pat. 6,730,127 B2) in view of Benezech et al. (US 
Pat. 6,235,059 B1). 

Michelson discloses a drill assembly, comprising: an intervertebral disc 
replacement device (Fig. 1 , ref. 102) including first (Fig. 2, ref. 106) and second 
members (Fig. 2, ref. 108) for insertion into an intervertebral disc space of a spinal 
column (Fig. 10), the first member including a first flange (Fig. 4, near ref. 136) having at 
least one first through hole (e.g. Fig. 3, ref. 116) and the second member including a 
second flange (Fig. 4, near ref. 138) having at least one second through hole (e.g. Fig. 
3, ref. 116); an insertion plate (Fig. 2, ref. 122) for maintaining the first and second 
members in registration with one another (Fig. 2), the insertion plate including a first 
alignment element (Fig. 1 , ref. 136); and a drill guide removably connected with at least 
the insertion plate (Fig. 22, ref. 282), the drill guide including: a shaft (Fig. 22) having a 
proximal end and a distal end (Fig. 22); and a guide member (Fig. 22, end portion near 
ref. 294) disposed at the distal end of the shaft and operable to engage the insertion 
plate (Fig. 22), wherein the guide member includes at least one guide bore (Fig. 22, ref. 
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294a) aligned with one of the first or second through holes (Fig. 22) and an area of a 
vertebral bone of the intervertebral disc space to which one of the first and second 
members of the intervertebral disc replacement device is to be attached (Fig. 22) and a 
second alignment element (Fig. 22, prong of guide member) engaged with the first 
alignment element of the insertion plate. The first alignment element and the second 
alignment element enable a target orientation of a longitudinal axis of the guide bore 
relative to at least one of the vertebral bone and one of the first and second members of 
the intervertebral disc replacement device (Fig. 22). One of the first alignment element 
and the second alignment element includes an alignment stem (Fig. 22, prong of guide 
member) and the other of the first alignment element and the second alignment element 
includes an alignment bore (Fig. 1, ref. 136), the alignment stem being receivable within 
the alignment bore to enable the target orientation of the longitudinal axis of the guide 
bore (Fig. 22). The first member of the intervertebral disc replacement device includes a 
first vertebral contact surface (Fig. 2, surface of ref. 106) and the first through hole is 
capable of receiving a bone screw for fastening the first member to the vertebral bone of 
the spinal column (Fig. 2); and the guide member of the drill guide further includes a 
third alignment element (Fig. 22, second prong of guide member) operable to engage 
the first through hole of the first flange when the alignment stem is received within the 
alignment bore to further enable the target orientation of the longitudinal axis of the 
guide bore. The guide member includes a posteriorly directed surface and a spaced 
apart anterior directed surface (Fig. 22). The alignment bore has a longitudinal axis that 
is offset from a longitudinal axis of the shaft (Fig. 22). The first member of the 
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intervertebral disc replacement device includes a first vertebral contact surface (Fig. 2, 
surface of ref. 106) and at least two first through holes (e.g. Fig. 3, ref. 116) for receiving 
respective bone screws for fastening the first member to the vertebral bone of the spinal 
column; and the guide member of the drill guide further includes at least third (Fig. 22, 
second prong of guide member) and fourth alignment elements (Fig. 22, second ref. 
294a) extending transversely from the posteriorly directed surface of the guide member 
and each being operable to engage a respective one of the first through holes of the 
first flange when the alignment stem is received within the alignment bore to further 
enable the target orientation of the longitudinal axis of the guide bore. The guide 
member includes at least two guide bores (Fig. 22, ref. 294a), each being disposed at 
least partially through respective ones of the third and fourth alignment elements such 
that respective target orientations of longitudinal axes of the guide bores are directed 
through respective ones of the first through holes. 

Michelson discloses a drill assembly comprising: an intervertebral disc 
replacement device (Fig. 1, ref. 102) including first (Fig. 2, ref. 106) and second 
members (Fig. 2, ref. 108) for insertion into an intervertebral disc space of a spinal 
column (Fig. 10), the first member including a first flange (Fig. 4, near ref. 136) having at 
least one first through hole (e.g. Fig. 3, ref. 116) and the second member including a 
second flange (Fig. 4, near ref. 138) having at least one second through hole (e.g. Fig. 
3, ref. 116); an insertion plate (Fig. 2, ref. 122) for maintaining the first and second 
members in registration with one another, the insertion plate including a first alignment 
element (Fig. 1, ref. 136); and a drill guide (Fig. 22, ref. 282) removably connected with 
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at least the insertion plate, the drill guide including: a shaft (Fig. 22) having a proximal 
end and a distal end (Fig. 22); and a guide member (Fig. 22, ref. 294a) disposed at the 
distal end of the shaft (Fig. 22) and including at least one guide bore (Fig. 22, ref. 294a), 
a second alignment element of the guide member (Fig. 22, prong of guide member) 
engaged with the first alignment element of the insertion plate (Fig. 22), wherein the 
guide member is operable to achieve at least first and second alignment modes with 
respect to the insertion plate (Fig. 22) in the first alignment mode, the guide member is 
operable to engage the insertion plate such that the at least one guide bore aligns with 
the first through hole of the first member and an area of a first vertebral bone of the 
intervertebral disc space to which the first members of the intervertebral disc 
replacement device is to be attached, and in the second alignment mode (Fig. 22), the 
guide member is operable to engage the insertion plate such that the at least one guide 
bore aligns with the second through hole of the second member and an area of a 
second vertebral bone of the intervertebral disc space to which the second members of 
the intervertebral disc replacement device is to be attached (Fig. 22). One of the first 
alignment element and the second alignment element includes an alignment stem (Fig. 
22, prong of guide member) and the other of the first alignment element and the second 
alignment element includes an alignment bore (Fig. 1, ref. 136), the alignment stem 
being receivable within the alignment bore to enable rotational adjustment of the guide 
member relative to the insertion plate and to achieve the first and second alignment 
modes (Fig. 22). The first member of the intervertebral disc replacement device includes 
a first vertebral contact surface (Fig. 2, surface of ref. 106) and the first through hole is 
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capable of receiving a bone screw for fastening the first member to the first vertebral 
bone of the spinal column (Fig. 2); the second member of the intervertebral disc 
replacement device includes a second vertebral contact surface (Fig. 2, surface of ref. 
108) and the second through hole is capable of receiving a bone screw for fastening the 
second member to the second vertebral bone of the spinal column (Fig. 2); and the 
guide member of the drill guide further includes at least a third alignment element (Fig. 
22, second prong of guide member) operable to: (i) engage the first through hole of the 
first flange when the alignment stem is received within the alignment bore in the first 
alignment mode to further enable a first target orientation of the longitudinal axis of the 
guide bore, and (ii) engage the through hole of the second flange when the alignment 
stem is received within the alignment bore in the second alignment mode to further 
enable a second target orientation of the longitudinal axis of the guide bore. The guide 
member includes a posteriorly directed surface and a spaced apart anteriorly directed 
surface (Fig. 22). The alignment bore has a longitudinal axis that is offset from a 
longitudinal axis of the shaft (Fig. 22). The first member of the intervertebral disc 
replacement device includes a first vertebral contact surface (Fig. 2, surface of ref. 106) 
and at least two first through holes (e.g. Fig. 3, ref. 116) for receiving respective bone 
screws for fastening the first member to the first vertebral bone of the spinal column; the 
second member of the intervertebral disc replacement device includes a second 
vertebral contact surface (Fig. 2, surface of ref. 108) and at least two second through 
holes (e.g. Fig. 3, ref. 116) for receiving respective bone screws for fastening the 
second member to the second vertebral bone of the spinal column; and the guide 
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member of the drill guide further includes at least a third (Fig. 22, second prong of guide 
member) and fourth alignment elements (Fig. 22, second ref. 294a) each operable to: (i) 
engage a respective one of the first through holes of the first flange when the alignment 
stem is received within the alignment bore in the first alignment mode, and (ii) engage a 
respective one of the second through holes of the second flange when the alignment 
stem is received within the alignment bore in the second alignment mode (Fig 22). The 
guide member includes at least two guide bores (Fig. 22, ref. 294a). 

Michelson discloses the claimed invention except for the insertion plate being 
removably connected with the first and second members. 

Benezech et al. discloses an intervertebral disc replacement device (Fig. 1) that 
comprises an insertion plate (Fig. 1 , ref. 12) that can either be removably connected 
with first and second members or integrally formed with first and second members (Fig. 
1) (Fig. 3)(column 2, lines 35-47). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have constructed the insertion plate of Michelson, which is 
integrally formed with first and second members, as being removably connected with 
the first and second members, since Benezech teaches that the plate can either be 
removably attached or integrally formed with first and second members (Fig. 1 ) (Fig. 
3)(column 2, lines 35-47). 

Michelson in view of Benezech disclose the claimed invention except for 
the second alignment element of the guide member includes the alignment bore 
extending from the posteriorly directed surface at least partially through the guide 



Application/Control Number: Page 8 

10/781,505 

Art Unit: 3733 

member toward the anteriorly directed surface; and the second alignment element of 
the insertion plate includes the alignment stem extending in an anterior direction for 
engagement with the alignment bore. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have reversed the 
positions of the alignment bore and the stem of Michelson in view of Benezech, since it 
has been held that a mere reversal of the essential working parts of a device involves 
only routine skill in the art. In re Einstein, 8 USPQ 167. 

Michelson in view of Benezech disclose the claimed invention except for each 
guide bore being disposed at least partially through respective ones of the third and 

\ 

fourth alignment elements such that in the first alignment mode, first and second 
longitudinal axes of the guide bores are directed through respective ones of the first 
through holes of the first flange of the first member of the intervertebral disc 
replacement device, and in the second alignment mode, first and second longitudinal 
axes of the guide bores are directed through respective ones of the second through 
holes of the second flange of the second member of the intervertebral disc replacement 
device; the guide bore is disposed at least partially through the third alignment element 
such that the target orientations of the longitudinal axis of the guide bore may be 
directed through the respective first or second through holes in the first and second 
alignment modes; the guide bore is disposed at least partially through the third 
alignment element such that the target orientation of the longitudinal axis of the guide 
bore is directed through the first through hole. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have constructed the guide. 
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bores being disposed at least partially through respective ones of the third and fourth 
alignment elements such that in the first alignment mode, first and second longitudinal 
axes of the guide bores are directed through respective ones of the first through holes 
of the first flange of the first member of the intervertebral disc replacement device, and 
in the second alignment mode, first and second longitudinal axes of the guide bores are 
directed through respective ones of the second through holes of the second flange of 
the second member of the intervertebral disc replacement device; the guide bore being 
disposed at least partially through the third alignment element such that the target 
orientations of the longitudinal axis of the guide bore may be directed through the 
respective first or second through holes in the first and second alignment modes; the 
guide bore is disposed at least partially through the third alignment element such that 
the target orientation of the longitudinal axis of the guide bore is directed through the 
first through hole, since it has been held that rearranging parts of an invention involves 
only routine skill in the art. In re Japikse, 86 USPQ 70. 

Response to Arguments 

Applicant's arguments with respect to claims 1-10 and 12-18 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jerry Cumberledge whose telephone number is (571) 



Application/Control Number: Page 10 

10/781,505 

Art Unit: 3733 

272-2289. The examiner can normally be reached on Monday - Friday, 8:30 AM - 5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571 ) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.gspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



